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(%) 42 (46.67) 40 (44. 44) 19 (31.67) 3.65 0.1610
48 (53.33) 50 (55. 56) 41 (68.33)
(%) 82 (91.11) 78 (86. 67) 52 (86.67) 1.08 0.5833
8 (8.89) 12 (13.33) 8 (13.33)
(%) 87 (96. 67) 87 (96. 67) 58 (96. 67) 1. 0000
3 (3.33) 3 (3.33) 2 (3.33)
(%) 86 (95. 56) 90 ( 100. 00) 58 (96.67) 0. 1621
4 (4.44) 0 2 (3.33)
( x£5) 52.40 £50.73 42.56 +40.26 45.82 £36. 44 1.51 0. 4693
( x%35) 23.07 £4.90 23.32 +£4.78 22.80 +4.73 0.21 0. 8068
NRS ( X %5) 6.27 £1.56 6.42 +1. 64 6.18 £1.42 0. 47 0. 6284
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(90 ) (90 ) (60 ) P P P P
NRS ( - ) (95% C))
1 1.04 (0.80 1.27) 1.29 (1.06 1.52) 0.93 (0.64 1.21) 0. 0222 0. 3830 1. 0000 0. 1573
2 2,29 (2.02 2.56) 2.44 (2.18 2.71) 1.52 (1.19 1.85)  <0.0001 1. 0000 0.0012 <0.0001
3 3.89 (3.56 4.23) 4.09 (3.75 4.43) 2.07 (1.66 2.48) <0.0001 1. 0000 <0.0001 <0.0001
NRS=3 ( - ) (95% C))
1 0.54 (0.01 1.08) 1.17 (0.64 1.71) 0.76 (0.10 1.41)  0.2497 0.3011 1. 0000 0. 9915
2 2.53 (1.99 3.06) 3.09 (2.55 3.63) 1.54 (0.88 2.20) 0.0018 0. 4383 0. 0675 0.0012
3 5.11 (4.59 5.64) 5.30 (4.78 5.83) 2.57 (1.93 3.22) <0.0001 1. 0000 <0. 0001 <0. 0001
(%)
3 65 (72.22) 66 (73.33) 17 (28.33) <0. 0001 0. 8670 <0. 0001 <0. 0001
(em x=s)
3 1.36 £1. 10 (83) 1.22 £1.00 ( 89) 0.59 £0.77 (58) <0. 0001 0. 6254 <0. 0001 0. 0006
(3 ) (%)
38 (43.18) (88) 40 (44.94) (89) 3(5.17) (58) <0.0001  0.8134 <0.0001  <0.0001
44 (50.00) (88) 44 (49.44) (89) 7(12.07) (58) <0.0001  0.9404 <0.0001  <0.0001
43 (53.09) (81) 52 (59.09) (88) 15 (28.30) (53) 0.0014  0.4319 0. 0046 0. 0004
48 (55.81) (86) 48 (54.55) (88) 8 (13.79) (58) <0. 0001 0. 8664 <0.0001  <0.0001
50 (65.79) (76) 47 (60.26) (78) 18 (33.33) (54) 0.0006  0.4771 0. 0003 0. 0023
42 (55.26) (76) 42 (56.00) (75) 15 (30.00) (50) 0.0072  0.9274 0. 0053 0. 0042
37 (45.12) (82) 36 (42.86) (84) 11 (22.00) (50) 0.0193  0.7688 0.0074 0.0144
44 (58.67) (75) 49 (63.64) (77) 16 (33.33) (48) 0.0028  0.5296 0. 0061 0.0010
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Study on Optimum Dose of Shugan Granules ( ) for Women in Breast Hyperplasia with Liver Qi

Stagnation Syndrome: A Randomize-Controlled Trial of 180 Cases

Al Yanke' Wang Jun®> Song Aili’° PENG Wei’ YANG Haimiao® LING Xia® LIU Wenna® ZHU Dong-
sheng’ ZHAO Ting® MO Juefei® HE Liyun'

(1. Institute of Basic Research in Clinical Medicine China Academy of Chinese Medical Sciences Beijing 100700; 2. First Teaching
Hospital of Tianjin University of Traditional Chinese Medicine; 3. The Affiliated Hospital of Shandong University of Traditional Chinese
Medicine; 4. The Affiliated Hospital of Changchun University of Traditional Chinese Medicine; 5. Dongfang Hospital Beijing Univer—
sity of Chinese Medicine; 6. Guanganmen Hospital China Academy of Chinese Medical Sciences)

ABSTRACT Objective To study the optimal effective dosage of Shugan Granule ( ) in relieving symp—
toms of women with breast hyperplasia. =~ Methods A randomized double-blind placebo-controlled method was
used to enroll 240 patients with hyperplasia of mammary glands with liver ¢i stagnation syndrome in 5 centers. Sub-—
jects were randomly divided into a conventional dose group (90 cases) a high-dose group (90 cases) and a placebo
group ( 60 cases) and they were given 3 menstrual cycles treatment of Shugan Granule conventional dose ( equivalent
to 5 ¢ of the original medicine) high dose ( equivalent to 10 g of the original medicine) and the placebo treatment
respectively. The post-treatment breast pain numeric rating scales ( NRS) of the most painful day and the number of
days of significant breast pain ( days with NRS = 3) the change in the size of the target breast mass and the disap—
pearance rate of individual symptoms after treatment were observed. Results After 3 menstrual cycles treatment
the Shugan Granule high dose and conventional dose treatment group were all better than placebo group in the reduc—
tion from baseline the most painful NRS score the number of days with NRS= 3 mass size of target breast palpation
and the symptoms disappearance rate ( P <0.05 or P <0.0125) while there was no statistical differences between
the high dose and conventional dose group ( P >0.05 or P >0.0125). Conclusion Conventional dose of Shugan
Granule is 5 g per time twice a day as the optimal effective dose in relieving symptoms of women with breast hyperpla—
sia of liver depression and ¢i stagnation syndrome.
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